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[CLIENT LOGO]
                                    Material SpecificationTemplate


	SECTION A  - all staff
 Receive Material
	Material name
	Manufacturer Name
	Supplier Name

	
	
	
	

	
	Part / Catalogue Number, OR Stock Code
	
	Batch / Lot Number
	
	Expiry Date
	

	
	Documentation to be included with shipment
	All documentation received?

	
	
	YES
	NO

	
	
	
	

	
	Product specifications
	List all manufacturer specifications, eg packaging details, with the exception of transport temperatures and storage temperatures which are documented elsewhere on this form.

	
	Transport Temperature specifications
	

	
	Physical Inspection of goods upon receipt
	Product conforms to manufacturer specifications?
Transport temperature within specification?

Expiry Date specification
Expiry Date Acceptable?

YES

NO

YES

NO

YES

NO

Number of items ordered

Number of items received

Inspected By

Date of Inspection

Signature

If physical inspection failed, record reason for failure here and initiate a Material Defect Report


	SECTION B – all staff
Store Material
	Status Labelling
	Physical Inspection Passed & Qualification not required?

Apply Release Label

Physical Inspection Failed

Apply Reject Label.

Physical Inspection Passed and Qualification required?

Apply Quarantine Label



	
	Storage Details
	Storage Location
	Storage Temperature specifications
	Date stored
	Stored By:

	
	
	
	
	
	


	SECTION C – all staff

Check Kit Insert 
	Checked By

(Name)

Signature

Date

                                          Has the kit insert information changed?

YES – notify QM or delegate
NO




	SECTION D – Laboratory staff
Perform Qualification 
	 Material Qualification Procedure
	Document Control Number
	Version Number

	
	
	
	

	
	Qualification passed?


	Performed By

	
	
	Name
	Signature

	
	YES
	NO
	
	

	
	
	
	
	

	
	Status Labelling

	
	Qualification Failed

Apply Reject Label – place in Quarantine area. Initiate Material Defect Report
Qualification Passed

Apply Release Label

Place in to storage according to the temperature specifications in section B.




	SECTION  E– Quality staff

Reject Material
	                                                       Point of failure;

Defect found at receipt                                             FORMCHECKBOX 

Qualification failure                                                  FORMCHECKBOX 

Defect Report Number

CAPA Number

Final disposition of material
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